FRIDAY,  AUGUST  19,  1977 

PART  II 


DEPARTMENT  OF 
HEALTH, 

EDUCATION,  AND 
WELFARE 

Food  and  Drus  Administration 


MEDICAL  DEVICES 


Establishment  of  Procedures  to  Make  o 
Device  a  Banned  Device  . 


42000 


PROPOSED  RULES 


DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
Food  and  Drug  Administration 
[  21 CFR  Part  895  ] 

[DOCk&t  No.  77N-01441 

DEVICES 

Establishment  of  Procedures  to  Make  a 
Device  a  Banned  Device 

AGENCY;  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Proposed  rule. 

SUMMARY:  This  proposed  rule  pre¬ 
scribes  the  procedures  by  which  the  Com¬ 
missioner  of  Pood  and  Drugs  may  insti¬ 
tute  proceedings  to  make  a  device  In¬ 
tended  for  hiunan  use  that  presents  sub¬ 
stantial  deception  or  an  unreasonable 
and  substantial  risk  of  illness  or  injury 
a  banned  device.  This  proposal  is  issued 
pursuant  to  expanded  authority  of  the 
Commissioner  to  protect  the  American 
public  from  dangerous  or  fraudulent 
medical  devices. 

DATES:  Written  comments  to  the  Hear¬ 
ing  Clerk  by  October  17,  1977.  It  is  pro¬ 
posed  that  the  final  regulation  based  on 
this  proposal  become  effective  60  days 
after  the  date  of  its  publication  in  the 
Federal  Register.  In  the  interim,  this 
proposal  would  be  used  as  a  guideline  for 
making  a  device  a  banned  device  under 
the  provisions  of  section  516  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360f). 

ADDRESS:  Hearing  Clerk  (HFC-20), 
Pood  and  Drug  Administration,  Rm. 
4-65,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Dan  R.  Beardsley,  Bureau  of  Medical 
Devices  (HFK-114),  Food  and  Drug 
Administration,  Department  of 
Health,  Education,  and  Welfare,  8757 
Georgia  Ave.,  Silver  Spring,  MD  20910 
(301-427-7218). 

SUPPLEMENTARY  INFORMATION: 
Section  516  of  the  act  authorizes  the 
Commissioner  to  ban,  by  regulation,  and 
after  opportunity  for  informal  regula¬ 
tory  hearing,  any  device  intended  for 
human  use  if  he  finds,  based  on  all  avail¬ 
able  data  and  information,  and  after 
consultation  with  the  appropriate  clas¬ 
sification  panel,  that  such  device  pre¬ 
sents  a  substantial  deception  or  an  un¬ 
reasonable  and  substantial  risk  of  illness 
or  injury.  If  the  Commissioner  deter¬ 
mines  that  the  deception  or  risk  pre¬ 
sents  an  unreasonable,  direct,  and  sub¬ 
stantial  danger,  he  may,  after  notifying 
the  manufacturer,  distributor,  importer, 
or  owner  of  such  a  device,  declare  a  pro¬ 
posed  regulation  banning  the  device  ef¬ 
fective  upon  its  publication  in  the  Fed¬ 
eral  Register  pending  informal  regula¬ 
tory  hearing  and  final  action  on  the  pro¬ 
posed  regulation.  If  the  Commissioner 
determines  that  the  deception  or  risk 
can  be  corrected  by  labeling  or  changes 
in  labeling,  he  must  first  provide  written 


notice  to  the  device  manufacturer,  dis¬ 
tributor,  importer,  or  owner  specifying 
the  labeling  changes  necessary.  If  the 
labeling  or  changes  in  labeling  are  not 
made  within  a  reasonable  time  after 
such  notice,  the  Commissioner  may  in¬ 
stitute  a  proceeding  to  ban  the  device. 

Statutory  Background 

Section  516  of  the  act  (21  UB.C.  360f) 
provides : 

(a)  Whenever  the  Secretary  finds,  on  the 
basis  of  all  available  data  and  information 
and  aft»  consultation  with  the  appropriate 
panel  or  panels  under  section  513,  that — 

(1)  A  device  Intended  for  human  use  pre¬ 
sents  substantial  deception  or  an  unrea¬ 
sonable  and  substantial  risk  of  Illness  or  in¬ 
jury;  and 

(2)  In  the  case  of  substantial  deception 
or  an  unreasonable  and  substantial  risk  of 
illness  or  injury  which  the  Secretary  deter¬ 
mined  could  be  corrected  or  eliminated  by 
labeling  or  change  in  labeling  and  with 
respect  to  which  the  Secretary  provided  writ¬ 
ten  notice  to  the  manufacturer  specifying 
the  deception  or  risk  of  illness  or  injury,  the 
labeUng  or  change  in  labeling  to  correct  the 
deception  or  eliminate  or  reduce  such  risk, 
and  the  period  within  which  such  labeling 
or  change  in  labeling  was  to  be  done,  such 
labeling  or  change  in  labeling  was  not  done 
within  such  period;  he  may  initiate  a  pro¬ 
ceeding  to  promulgate  a  regulation  to  make 
such  device  a  banned  device.  The  Secretary 
shall  afford  all  interested  persons  oppor¬ 
tunity  for  an  informal  hearing  on  a  regula¬ 
tion  proposed  under  this  subsection. 

SPECIAL  EFFECTIVE  DATE 

(b)  The  Secretary  may  declare  a  proposed 
regulation  under  subsection  (a)  to  be  effec¬ 
tive  upon  its  publication  in  the  Federal 
Register  and  until  the  effective  date  of  any 
final  action  taken  respecting  such  regulation 
if  (1)  he  determines,  on  the  basis  of  all 
available  data  and  information,  that  the 
deception  or  ri.sk  of  illness  or  injury  asso¬ 
ciated  with  the  use  of  the  device  which  is 
subject  to  the  regulation  presents  an  unrea¬ 
sonable,  direct,  and  substantial  danger  to 
the  health  of  Individuals,  and  (2)  before  the 
date  of  the  publication  of  such  regulation, 
the  Secretary  notifies  the  manufacturer  of 
such  device  that  such  regulation  is  to  be 
made  so  effective.  If  the  Secretary  makes  a 
proposed  regulation  so  effective,  he  shall,  as 
expeditiously  as  possible,  give  interested  per¬ 
sons  prompt  notice  of  his  action  under  this 
subsection,  provide  reasonable  opportunity 
for  an  Informal  hearing  on  the  proposed 
regulation,  and  either  affirm,  modify,  or  re¬ 
voke  such  proposed  regulation. 

The  purpose  of  this  provisions  is  to  ex¬ 
pand  the  Commissioner’s  authority  to 
protect  the  American  public  from  dan¬ 
gerous  or  fraudulent  medical  devices. 
Before  enactment  of  this  section,  the 
Commissioner’s  formal  statutory  au¬ 
thority  was  limited  to  initiating  injunc¬ 
tion  and  seizure  actions,  as  provided  in 
sections  302  and  304  of  Uie  act  (21  U.S.C. 
332  and  334) ,  respectively.  To  sustain  an 
action  against  such  devices  under  the 
injunction  or  seizure  provisions  of  the 
act,  the  government  has  the  burden  of 
proving  in  court  each  of  the  elements 
necessary  to  show  that  the  device  is  mis¬ 
branded  or  adulterated  and  throughout 
the  usually  lengthy  court  proceeding  the 
device  manufacturer,  distributor,  im¬ 
porter,  or  owner  may  continue  to  market 
his  pr^uct. 


The  provisions  of  section  516  of  the 
act  enable  the  Commissioner  to  move 
expeditiously  to  remove  fraudulent  or 
hazardous  medical  devices  from  com¬ 
merce.  Once  the  Commissioner  makes  a 
device  a  banned  device  in  accordance 
with  section  516  of  the  act,  in  subsequent 
regulatory  proceedings  to  remove  the  de¬ 
vice  from  commerce  the  government 
need  only  show  that  the  device  has  been 
banned;  the  Commissioner  is  not  re¬ 
quired  to  participate  in  further  eviden¬ 
tiary  proceedings  in  court  to  establish 
any  of  the  elements  usually  required  to 
prove  that  the  device  is  adulterated  or 
misbranded.  Although  this  provision 
does  not  cover  devices  intended  for  ani¬ 
mal  use  that  present  deception  or  risk 
of  illness  or  injury,  manufacturers,  dis¬ 
tributors,  importers,  or  owners  of  a  de¬ 
vice  that  is  banned  cannot  avoid  the  ban 
by  relabeling  the  device  for  veterinary 
use. 

Section-by-JSection  Analysis  of  Pro¬ 
posed  Regulation 

SCOPE 

Proposed  §  895.1  describes  the  scope  of 
the  regulation.  The  regulation  would 
only  apply  to  a  device,  as  defined  In  sec¬ 
tion  201  (h)  of  the  act  (21  U.S.C.  321  (h) ) , 
that  is  intended  for  human  use  and  pre¬ 
sents  substantial  deception  or  an  unrea¬ 
sonable  and  substantial  risk  of  illness  or 
injury.  A  device  that  is  made  a  banned 
device  would  be  considered  to  be  adul¬ 
terated  under  section  501(g)  of  the  act 
(21  U.S.C.  351(g))  and  subject  to  regu¬ 
latory  action  to  remove  it  from 
commerce. 

procedure  for  banning  a  device 

Proposed  §  895.21  is  the  principal  pro¬ 
vision  in  the  regulation.  This  section  sets 
out  the  procedures  by  which  the  Com¬ 
missioner  makes  the  determinations  to 
begin  proceedings  to  make  a  device  a 
banned  device,  and  the  procedures  by 
which  the  banning  is  accomplished. 

Proposed  §  895.21(a)  provides  that  be¬ 
fore  initiating  a  proceeding  to  make  a 
device  a  banned  device,  the  Commission¬ 
er  must  find  that  the  continued  market¬ 
ing  of  a  medical  device  presents  a  sub¬ 
stantial  deception  or  an  unreasonable 
and  substantial  risk  of  illness  or  injury. 
The  legislative  history  of  section  516  in¬ 
dicates  that  in  determining  whether  the 
deception  or  risk  of  illness  is  substantial. 
Congress  intended  that  the  Commis¬ 
sioner  would  make  a  determination  that 
the  deception  or  risk  incurred  through 
continued  marketing  of  the  device  is  im- 
piortant,  material,  or  significant.  Also,  in 
determining  whether  the  device  is  de¬ 
ceptive,  it  is  not  necessary  for  the  Com¬ 
missioner  to  find  that  there  was  an  in¬ 
tent  to  mislead  or  to  otherwise  harm 
users  of  the  device,  and  the  question  of 
deception  is  to  be  determined  independ¬ 
ent  of  the  motives  of  the  manufacturer, 
distributor,  importer,  or  owner.  Nor  is 
actual  proog  of  deception  or  injury  to  an 
individual  required.  In  determining 
whether  a  device  presents  deception  or 
risk  of  illness  or  injury,  the  Commis¬ 
sioner  shall  consider,  among  other 
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things,  all  available  data  and  infonna- 
tian,  including  Information  which  the 
Commissioner  may  obtain  under  other 
provisions  of  the  act,  and  information 
which  may  be  supplied  by  the  manu¬ 
facturer,  distributor,  importer,  or  owner. 
The  procedures  involved  are  considered 
in  the  discussion  of  proposed  S  895.22. 

Proposed  §  895.21(b)  provides  that  the 
Commissioner,  before  proposing  a 
banned-device  regulation,  would  consult 
with  the  appropriate  panel  or  panels  that 
have  expertise  with  respect  to  the  type 
of  device  proposed  to  be  banned.  The 
panels  in  question  are  those  established 
under  section  513  of  the  act  (21  U.S.C, 
360c)  to  review  all  devices  and  to  make 
recommendations  to  the  Commissioner 
with  respect  to  classification.  Althoiigh 
consultation  with  a  panel  is  a  prerequi¬ 
site  to  initiating  proceedings  to  ban  a 
device.  Congress  did  not  intend  the  con¬ 
sultation  to  delay  the  banning  process. 
Thus,  section  516  of  the  act  does  not  es¬ 
tablish  a  timetable  for  panel  review  or 
a  requirement  that  a  panel  approve  a 
proposed  action.  The  intent  of  section 
516  of  the  act  is  that  the  Commissioner 
solicit  the  expertise  of  panel  members  on 
the  question  and  that  the  panel  mem¬ 
bers  be  provided  an  opportunity  to  re¬ 
spond  to  a  proposal  to  ban  a  device.  Gen¬ 
erally,  the  consultation  with  the  panel 
would  occur  at  a  regularly  scheduled 
panel  meeting  that  is  announced  in  the 
Federal  Register  in  accordance  with  the 
agency’s  regulations  relating  to  advisory 
committees  (21  CFR  Part  14) .  The  Com¬ 
missioner  could,  however,  call  a  special 
panel  meeting  to  consider  the  matter  or 
he  could  consult  with  the  panel  by  mail 
or  by  telephone  to  obtain  the  views  of 
the  panel  members  on  the  pending  ac¬ 
tion.  The  Commissioner  could  request 
that  the  panel  present  its  views  in  writ¬ 
ing  and  the  Commissioner  could  record 
oral  communications  made  with  the 
panel  or  its  members. 

Proposed  §  895.21(c)  provides  that  the 
Commissioner  could,  in  lieu  of  initiating 
a  proceeding  to  ban  the  device,  require 
the  manufacturer,  distributor,  importer 
or  owner  to  institute  labeling  or  make 
changes  in  labeling  for  the  device.  The 
requirements  with  respect  to  labelbig  or 
change  in  labeling  are  considered  in  the 
discussion  of  proposed  §  895.25. 

Proposed  jS  895.21(d)  establishes  the 
procedures  the  Commissioner  would  fol¬ 
low  if  he  decides  to  initiate  a  proceeding 
to  make  a  device  a  banned  device.  This 
would  be  done  after  his  determinations 
with  respect  to  deception  and  risk  as 
provided  in  proposed  §  895.21(a),  the 
consultation  wdth  the  panel  as  provided 
in  proposed  5  895.21(b) ,  and  the  labeling 
or  any  change  in  labeling  as  provided  in 
proposed  5S  895.21(c)  and  895.25. 

A  notice  of  proposed  rule  making  to 
make  a  device  a  banned  device  would  be 
published  in  the  Federal  Register.  This 
notice  would  include  a  reference  to  the 
following:  The  findings  required  with 
respect  to  risk  and  deception,  the  reasons 
that  the  Commissioner  Initiated  the  pro¬ 
ceeding,  evaluation  of  data  and  informa¬ 
tion  sutoiitted  by  the  manufacturer, 
distributor.  Importer,  or  owner,  the  con¬ 
sultation  with  the  panel,  and  a  deter¬ 


mination  with  respect  to  labeling.  The 
notice  would  afford  all  interested  persons 
an  opportunity  to  submit  written  com¬ 
ments  and  an  opportunity  to  request  an 
Informal  regulatory  hearing  before  the 
PV>od  and  Drug  Administration  within 
30  dasrs  after  the  date  of  publication  of 
the  proposed  regulation.  If  a  request  for 
a  regulatory  hearing  is  granted,  such 
hearing  shall  be  held  pursuant  to  Part  16 
of  the  agency’s  regulations  relating  to 
administrative  functions,  practices  and 
piwedures  (21  CFR  Part  16).  This  in¬ 
formal  hearing  w-ould  generally  occur 
after  the  publication  of  the  notice  of 
proposed  regulation  and  before  final  ac¬ 
tion  on  the  regulation,  and  the  device 
would  not  be  removed  from  the  market 
until  the  effective  date  of  the  final  regu¬ 
lation.  As  discussed  in  proposed  §  895.30, 
expedited  proceedings  to  make  a  device 
a  banned  device  would  be  conducted  only 
if  the  Commissioner  determines  that  de¬ 
ception  or  risk  of  illne.ss  or  injury  asso¬ 
ciated  with  the  use  of  the  device  presents 
an  imreasonable,  direct,  and  substantial 
danger  to  tlie  health  of  individuals.  In 
such  Instances,  the  Commissioner  could 
require  that  the  device  be  removed  from 
the  market  upon  publication  of  the  pro¬ 
posed  regulation  and  before  the  informal 
hearing. 

Proposed  5  895.21(e)  provides  that  if 
after  reviewing  the  administrative  record 
of  the  regulatory  hearing,  if  any,  any 
written  comments  received  on  the  pro¬ 
posed  regulation,  and  any  additional 
available  data  or  information,  the  Com¬ 
missioner  determines  to  ban  a  device  he 
would  issue  a  final  regulation  to  this 
effect  in  the  Federal  Register.  When 
issuing  a  final  regulation  to  make  a  de¬ 
vice  a  banned  device,  the  device  and  or 
a  description  of  the  device  would  be 
added  to  the  list  of  banned  devices  in 
proposed  Subpart  B.  If  the  Commis¬ 
sioner  determined,  after  the  conclusion 
of  the  requisite  preliminary  proceedings, 
that  the  device  should  not  be  banned, 
he  would  publish  in  the  Federal  Register 
a  notice  of  withdrawal  and  termination 
of  rule  making  proceedings,  including 
the  reasons  therefor. 

Proposed  5  895.21(f)  provides  that  the 
effective  date  of  a  final  regulation  to 
make  a  device  a  banned  device  gener¬ 
ally  would  be  the  date  of  publication  of 
the  final  regulation  in  the  Federal  Reg¬ 
ister.  The  Commissioner  could,  for 
reasons  stated  in  the  Federal  Register 
notice,  determine  that  a  later  effective 
date  should  be  adopted.  The  Federal 
Register  notice  announcing  the  final 
regulation  also  would  specify  whether 
tlie  harming  of  the  device  applied  to 
devices  already  in  commercial  distribu¬ 
tion  and/or  sold  to  ultimate  users. 

Proposed  $  895.21  (g)  provides  tliat  a 
final  regulation  issued  pursuant  to  pro¬ 
posed  S  895.21(e)  constitutes  final  agency 
action  subject  to  judicial  review  in  ac¬ 
cordance  with  section  517  of  tlie  act  (21 
U.S.C.  360g) . 

Proposed  S  895.21(h)  provides  that  the 
Commissioner  could  Institute  proceed¬ 
ings  to  amend  or  revoke  a  regulation 
making  a  device  a  banned  device  if  he 
finds  that  the  cimdltlons  that  constituted 
the  basis  for  the  regulation  banning  the 


device  are  no  longer  applicable.  Any  in¬ 
terested  person  could  request  that  the 
Commissioner  institute  such  procedings 
by  filing  a  petition  In  accordance  with 
the  provisions  of  5  10.30  (21  CFR  10.30) 
of  the  agency’s  regulations  relating  to 
administrative  functions,  practices  and 
procedui-es.  In  his  consideration  of  a  re¬ 
quest  to  amend  or  revoke  a  regulation  to 
make  a  device  a  banned  device,  the  Com¬ 
missioner  would  employ  the  pr(x;edures 
in  proposed  §  895.21  to  the  extent  that 
they  were  applicable  and  to  the  extent 
that  they  could  be  applied  in  an  expedi¬ 
tious  manner. 

Submission  of  Data  and  Information  by 

THE  M.ANUFACTURER,  DISTRIBUTOR.  IM¬ 
PORTER,  OR  Owner 

Proposed  S  895.22(a)  would  require  a 
manufacturer,  distributor,  or  importer  of 
a  device  to  submit  any  available  data  and 
informatiMi  to  the  Commissioner  that 
are  necessary  to  assist  him  in  determin¬ 
ing  whether  the  device  presents  sub¬ 
stantial  deception,  an  unreasonable  and 
substantial  risk  of  illness  or  injury,  an 
unreasonable  and  direct  and  substantial 
danger  to  the  health  of  individuals,  or  is 
otherwise  adulterated  or  misbranded. 
This  requirement  is  authorized  by  sec¬ 
tion  519  of  the  act  (21  U.S.C.  360i) ,  which 
provides  that  the  Commissioner,  by  regu¬ 
lation,  may  require  every  person  who  is  a 
manufacturer,  importer,  or  distributor  of 
a  device  intended  for  human  use  to 
establish  and  maintain  records  and  to 
submit  such  reports  or  information  as 
the  Commissioner  may  require  to  assure 
that  tlie  device  is  not  adulterated  or  mis¬ 
branded,  or  to  assure  its  safety  and 
effectiveness.  The  data  and  information 
required  by  the  Commissioner  may  in¬ 
clude  scientific  or  test  data,  reports,  rec¬ 
ords,  or  other  Information,  including 
data  and  information  on  whether  the 
device  is  safe  and  effective  for  its  in¬ 
tended  use  and/or  when  used  as  directed, 
whether  the  device  performs  according 
to  the  claims  made  for  it  by  the  manu¬ 
facturer,  distributor,  importer,  or  owner. 

Proposed  §  895.22(b)  provides  that 
those  persons  required  to  submit  such 
also  advise  the  person  of  the  purpose  for 
data  would  be  notified  in  writing  by 
FDA.  Tlie  written  notification  would 
tlie  request  and  would,  when  possible, 
identify  with  specificity  the  required 
data  and  information. 

Proposed  §  895.22(c)  provides  tliat  the 
data  and  information  would  be  required 
to  be  submitted  to  FDA  no  more  than  30 
days  after  the  date  of  receipt  of  the 
written  notification  unless  the  Commis¬ 
sioner  establishes  some  other  date  of 
submission,  in  which  instance  the  per¬ 
son  would  be  advised. 

Proposed  §  895.22(d)  provides  tliat  if 
the  data  and  Infoimation  submitted  to 
FDA  are  sufficient  to  persuade  the  Com¬ 
missioner  that  the  deception  or  risk  pre¬ 
sented  by  the  device  could  be  corrected 
or  eliminated  by  labeling  or  change  in 
labeling,  he  shall' proceed  In  accordance 
with  the  provisions  of  S  895.25. 

Proposed  S  895.22(e)  provides  that  if 
the  data  or  information  submitted  pur¬ 
suant  to  a  request  from  the  Commis¬ 
sioner  is  insufficient  to  show  that  the 
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device  does  not  present  a  substantial  de¬ 
ception  or  an  unreasonable  and  sub¬ 
stantial  risk  of  Illness  or  Injury  or  an 
luireasonable,  direct,  and  substantial 
danger  to  the  health  of  individuals,  or  if 
the  person  required  to  submit  the  infor¬ 
mation  fails  to  submit  it,  this  insuffi¬ 
ciency  or  failure  to  submit  the  required 
information  could  be  considered  by  the 
Commissioner  in  his  determination  to 
initiate  a  proceeding  to  make  the  device 
a  banned  device,  including  the  deter¬ 
mination  to  make  such  ban  effective 
upon  publication  in  accordance  with  pro¬ 
posed  §  895.30. 

Labeling 

Under  section  516  of  the  act,  the  Com¬ 
missioner  must  make  a  positive  determi¬ 
nation  that  labeling  changes  would  not 
be  sufficient  to  correct  or  eliminate  the 
substantial  deception  or  an  imreasonable 
and  substantial  risk  of  illness  or  injury, 
or  the  unreasonable,  direct,  and  sub¬ 
stantial  danger  to  the  health  of  indi¬ 
viduals  associated  with  the  use  of  the 
device.  As  provided  in  proposed  §  895.- 
25(a),  if  he  determined  that  label¬ 
ing  changes  would  be  sufficient,  the  Com¬ 
missioner  would  notify  the  manufac¬ 
turer,  distributor,  importer,  or  owner  of 
the  device  in  writing  specifying  the  de¬ 
ception  or  risk  of  illness  or  injury  or  dan¬ 
ger  to  the  health  of  individuals  involved 
and  the  labeling  or  change  in  labeling 
necessary  to  correct  the  deception  or 
eliminate  or  reduce  the  risk  or  danger 
and  the  period  in  which  such  labeling  or 
change  in  labeling  is  to  be  done.  If  the 
manufacturer  does  not  take  the  required 
action  within  the  specified  time,  the 
Commissioner  could  initiate  a  proceed¬ 
ing  to  make  the  device  a  banned  device. 

If  the  device  in  question  is  a  restricted 
device  within  the  meaning  of  section 
520(e)  of  the  act  (21  U.S.C.  360j  (e) ) ,  the 
Commissioner  could  also  require  that  ad¬ 
vertising  relating  to  the  restricted  device 
be  changed  to  correct  the  deception  or 
eliminate  or  reduce  the  risk  involved  with 
the  use  of  the  device.  Section  502  (r)  of 
the  act  (21  U.S.C.  352 (r) )  authorizes  the 
Commissioner  to  take  corrective  action 
with  respect  to  advertisements  involving 
restricted  devices  when  such  action  is 
necessary  to  protect  the  public  health 
and  where  necessary  to  prevent  the  de¬ 
vice  being  misbranded.  This  authority 
extends  to  a  requirement  that  any  adver¬ 
tisement  contain  a  statement  of  the  in¬ 
tended  use  of  the  device  and  relevant 
warnings,  precautions,  side  effects,  and 
contraindications.  Proposed  §  895.25(b) 
implements  this  authority. 

The  Commissioner,  in  accordance  with 
proposed  §  895.25(c),  would  allow  a  rea¬ 
sonable  time,  considering  the  deception, 
risk,  or  danger  presented  by  the  device, 
within  which  the  required  labeling, 
change  in  labeling,  and,  if  the  device  is 
a  restricted  device,  any  change  in  adver¬ 
tising  is  to  be  accomplished  by  the  manu¬ 
facturer,  distributor,  importer,  or  owner. 
The  Commissioner  could,  however,  re¬ 
quire  that  no  additional  devices  be  in¬ 
troduced  into  commerce  imtU  the  label¬ 
ing,  change  in  labeling,  or  change  in  ad¬ 
vertising  is  accomplished  by  such  per¬ 


son.  The  Commissioner,  in  accordance 
with  proposed  S  895.25(d),  may  consider 
the  failing  of  a  manufacturer,  distribu¬ 
tor,  importer,  or  owner  to  accomplish  the 
required  labeling,  change  in  labeling,  or 
change  in  advertising  as  a  basis  for  initi¬ 
ating  a  proceeding  to  make  the  device  a 
banned  device  or  to  establish  a  ,^pecial 
effective  date  as  provided  in  proposed 
§  895.30. 

Special  Effective  Date 

The  Commissioner  may  immediately 
invoke  the  banned  device  provisions  of 
section  516  of  the  act  to  remove  a  device 
from  the  market  if  the  deception  or  risk 
represents  an  unreasonable,  direct,  and 
substantial  danger  to  the  health  of  in¬ 
dividuals.  Under  proposed  §  895.30(a) , 
the  Commissioner  may  declare  a  pro¬ 
posed  regulation  under  proposed  §  895.- 
21(d)  to  be  effective  upon  its  publication 
in  the  Federal  Register  and  irntU  the 
effective  date  of  any  final  action  taken 
with  respect  to  such  regulation  if:  (1) 
He  determines,  on  the  basis  of  all  avail¬ 
able  data  and  information,  that  the  de¬ 
ception  or  injury  associated  with  the  de¬ 
vice  presents  the  requisite  danger  to  the 
health  of  the  individuals:  and  (2)  before 
the  date  of  publication  of  such  regula¬ 
tion,  he  notifies  the  manufacturer,  dis¬ 
tributor,  importer,  or  owner  that  the  reg¬ 
ulation  is  to  be  made  effective  upon  its 
publication  as  a  proposed  regulation  in 
the  Federal  Register. 

Proposed  §  895.30(b)  provides  that 
this  procedure  may  be  used  when  the 
Commissioner  determines  that  the  ac¬ 
tual  or  potential  Injury  involved  is  a 
serious  one  that  he  believes  will  en¬ 
danger  the  health  of  Individuals  who 
have  been,  or  will  be,  exposed  to  the 
device.  While  the  injury  involved  must 
be  a  serious  one  and  one  the  Commis¬ 
sioner  believes  will  endanger  the  health 
of  individuals  exposed  to  the  device,  the 
danger  need  not  be  imminent,  and  may 
involve  a  serious  long-term  risk.  The 
relevant  consideration  is  the  degree  of 
danger,  not  whether  injury  is  likely  to 
occur  immediately. 

Proposed  $  895.30(c)  provides  that  if 
the  Commissioner  determined  that  the 
deception  or  risk  involved  is  so  serious 
that  the  device  should  be  removed  from 
the  market  effective  upon  the  date  of 
publication  of  the  proposed  regulation 
banning  the  device,  he  would  as  expedi¬ 
tiously  as  possible  give  interested  per¬ 
sons  prompt  notice  of  his  action  by  pub¬ 
lication  in  the  Federal  Register  and 
would  provide  an  opportunity  for  an  in¬ 
formal  regulatory  hearing. 

Proposed  $  895.30(d)  provides  that 
after  the  hearing,  if  any,  and  after  con¬ 
sidering  any  written  comments  sub¬ 
mitted  on  the  proposal  and  any  ad¬ 
ditional  available  data  and  informa¬ 
tion,  the  Commissioner  shall  either  af¬ 
firm,  modify,  or  revoke  the  proposed 
regulation  making  the  device  a  banned 
device. 

Proposed  §  895.30(e)  provides  that  the 
Commissioner  could  use  the  special  date 
procedures  of  proposed  5  895.30  in  pro¬ 
ceedings  that  were  initiated  under  the 
normal  banning  procedures  set  out  in 


proposed  §  895.21(d).  This  would  likely 
occur  when  the  Commissioner,  based 
on  new  information  or  reconsideration 
of  existing  information,  determines  that 
a  device  imder  consideration  for  ban¬ 
ning  is  subjecting  persons  to  unneces¬ 
sary  risks  and  the  accelerated  effective 
date  is  now  necessary  to  protect  public 
health.  In  such  circumstances,  the  Com¬ 
missioner  would  make  the  determina¬ 
tions  and  provide  notice  in  accordance 
with  proposed  §  895.30  (a)  and  (b) . 

Proposed  §  895.30(f)  provides  that 
these  devices  that  have  been  named 
banned  devices  under  §  895.30,  which 
have  already  been  sold  to  the  public,  may 
be  subject  to  relabeUng  by  the  manu¬ 
facturer,  distributor,  imp>orter,  or  owner 
and/or  may  be  subject  to  the  provisions 
of  section  518(a)  and/or  518(b)  of  the 
act  relating  to  notification,  repair,  re¬ 
placement,  or  refund  concerning  devices 
that  are  determined  to  present  an  un¬ 
reasonable  risk  of  substantial  harm  to 
the  public  health. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  502  (r), 
516,  519,  701,  52  Stat.  1055-1056  as 
amended,  90  Stat.  560,  564-565,  577-578 
(21  U.S.C.  352(r),  360f,  360i,  371))  and 
under  authority  delegated  to  the  Com¬ 
missioner  (^1  cm  5.1),  it  is  proposed 
that  new  Part  895  be  added  to  Subchap¬ 
ter  H  of  Chapter  I  of  Title  21  of  the  Code 
of  Federal  Regulations,  to  read  as  fol¬ 
lows: 

PART  89&— BANNED  DEVICES 

Subpart  A — General  Provisions 

Sec. 

895.1  Scope. 

895.20  General. 

895.21  Procedure  for  banning  a  device. 

895.22  Submission  of  data  and  Information 

by  the  manufacturer,  distributor, 
Importer,  or  owner. 

895.25  Labeling. 

895.30  Special  effective  date. 

Subpart  B — Listing  of  Banned  Devices 
[Reserved] 

\uthority:  Secs.  602(r),  516,  619,  701,  52 
Stat.  1055-1056  as  amended.  90  Stat.  560,  664- 
565,  577-578  (21  U.S.C.  352 (r),  360f,  3601, 
371). 

Subpart  A — General  Provisions 
§  895.1  Scope. 

(a)  This  part  describes  the  procedures 
by  which  the  Commissioner  may  insti¬ 
tute  proceedings  to  make  a  device  in¬ 
tended  for  human  use  that  presents  sub¬ 
stantial  deception  or  an  unreasonable 
and  substantial  risk  of  illness  or  injury 
a  banned  device. 

(b)  This  part  applies  to  any  device,  as 
defined  in  section  201(h)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  that  is 
intended  for  human  use. 

(c)  A  device  that  is  made  a  banned  de¬ 
vice  in  accordance  with  this  part  is  re¬ 
garded  as  an  adulterated  device  that  is 
subject  to  regulatory  action. 

(d)  Although  this  part  does  not  cover 
devices  intended  for  animal  use  that 
present  substantial  deception  or  an  un¬ 
reasonable  and  substantial  risk  of  illness 
or  injury,  the  manufacturer,  distributor, 
importer,  or  owner  of  a  device  that  is 
banned  cannot  avoid  the  ban  by  relabel¬ 
ing  the  device  for  veterinary  use. 
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§  895.20  General. 

The  Commissioner  may  initiate  a  pro¬ 
ceeding  to  make  a  device  a  banned  device 
whenever  he  finds,  on  the  basis  of  all 
available  data  and  information,  and 
after  consultation  with  the  appropriate 
device  panel,  that  the  device  presents 
substantial  deception  or  an  unreasonable 
and  substantial  risk  of  illness  or  injury, 
which  the  Commissioner  determine 
could  not  be,  or  has  not  been,  corrected 
or  eliminated  by  labeling  or  by  a  change 
in  labeling. 

§  895.21  Pro4‘edurc!s  for  banning  a  de¬ 
vice. 

fa)  Before  initiating  a  proceeding  to 
make  a  device  a  banned  device,  the  Com¬ 
missioner  must  find  that  the  continued 
marketing  of  the  device  presents  a  sub¬ 
stantial  deception  or  an  unreasonable 
and  substantial  risk  of  illness  or  injury. 

(1)  In  determining  whether  the  decep¬ 
tion  or  risk  of  injury  or  illness  is  sub¬ 
stantial,  the  Commissioner  shall  con¬ 
sider  whether  the  deception  or  risk  posed 
by  continued  marketing  of  the  device,  or 
continued  marketing  of  the  device  as 
presently  labeled,  is  important,  material, 
or  significant  in  relation  to  the  benfit 
to  the  public  health  from  its  continued 
marketing. 

(2)  In  determining  whether  a  device 
is  deceptive,  the  Commissioner  shall  con¬ 
sider  whether  users  of  the  device  may 
be  deceived  or  otherwise  harmed  by  the 
device.  The  Commissioner  is  not  required 
to  determine  that  there  was  an  intent 
on  the  part  of  the  manufacturer,  dis¬ 
tributor,  importer,  or  owner  of  the  device 
to  mislead  or  otherwise  harm  users  of 
the  device  or  that  there  exists  any  actual 
proof  of  deception  of,  or  injury  to,  an 
individual. 

(3)  In  determining  w’hether  a  device 
presents  deception  or  risk  of  illness  or 
injury,  the  Commissioner  shall  consider, 
among  other  things,  all  available  data 
and  information,  including  information 
which  the  Commissioner  may  obtain  un¬ 
der  other  provisions  of  the  act,  and  in¬ 
formation  which  may  be  supplied  by  the 
manufacturer,  distrttnitor,  importer,  or 
owner  pursuant  to  $  895.22. 

(b)  Before  initiating  a  proceeding  to 
make  a  device  a  banned  device,  the  Com¬ 
missioner  shall  consult  with  the  classifi¬ 
cation  panel  established  \mder  section 
513  of  the  act  that  has  expertise  with  re¬ 
spect  to  the  type  of  device  under  con¬ 
sideration.  The  consultation  with  the 
panel  may  occur  at  a  regular  or  specially 
scheduled  panel  meeting  or  may  be  ac¬ 
complished  by  correspondence  or  tele¬ 
phone  conversation  with  panel  members. 
The  Commissioner  may  request  that  the 
panel  submit  in  writing  any  advice  on 
the  device  under  consideration.  The 
Commissioner  may  record  In  written 
memoranda  any  oral  communications 
with  the  panel  or  its  members. 

(c)  The  Commissioner  may,  in  lieu  of 
initiating  a  proceeding  to  ban  a  device, 
require  labeling  or  change  in  the  labeling 
for  the  device  in  accordance  with  S  895.- 
25. 

id)  If  the  C(Hnmissioner  decides  to 
Initiate  a  proceeding  to  make  a  device  a 
banned  device,  a  notice  of  proposed  rule¬ 


making  shall  be  published  in  the  Fed¬ 
eral  Register  to  this  effect.  Such  notice 
shall  reference: 

(1)  The  Commissioner's  finding  un¬ 
der  paragraph  (a)  of  this  section  that 
the  device  presents  substantial  decep¬ 
tion  or  an  imreasonable  and  substantial 
risk  of  illness  or  injury; 

(2)  The  reasons  that  the  Commis¬ 
sioner  initiated  the  proceeding; 

(3)  The  evaluation  of  data  and  infor¬ 
mation  obtained  under  other  provisions 
of  the  act,  or  submitted  by  tlie  manu¬ 
facturer.  distributor,  importer,  or  owner 
of  a  device  pursuant  to  paragraph  (a)  (3) 
of  this  section,  if  any ; 

(4)  The  consultation  with  the  classi¬ 
fication  panel  pursuant  to  paragraph  (b) 
of  this  section; 

(5)  The  determination  of  whether  the 
required  labeling  or  change  of  labeling, 
if  any,  has  been  made  in  accordance  with 
paragraph  (c)  of  this  section. 

The  notice  shall  afford  all  interested  per¬ 
sons  an  opportunity  to  submit  written 
comments  and  an  opportunity  to  request 
an  Informal  regulatory  hearing  before 
the  Food  and  Drug  Administration  with¬ 
in  30  days  after  the  date  of  publica¬ 
tion  of  the  proposed  regulation.  If  a  re¬ 
quest  for  a  regulatory  hearing  is  granted, 
such  hearing  shall  be  held  pursuant  to 
Part  16  of  this  chapter. 

(e)  (1)  If,  after  reviewing  the  admin¬ 
istrative  record  of  the  regulatory  hear¬ 
ing  before  the  Food  and  Drug  Adminis¬ 
tration,  if  any,  the  written  comments 
received  on  the  proposed  regulation,  and 
any  additional  available  data  and  infor¬ 
mation,  the  Commissioner  determines  to 
ban  a  device,  a  final  regulation  to  this 
effect  shall  be  published  in  tlie  Federal 
Register.  Such  final  regulation  shall 
amend  Subpart  B  by  adding  the  device 
and/or  the  description  of  the  device  to 
the  list  of  banned  devices. 

(2)  If  the  Commissioner  determines 
not  to  ban  the  device,  a  notice  of  with¬ 
drawal  and  termination  of  rulemaking 
proceedings  and  reasons  therefor  shall 
be  published  in  the  Federal  Register. 

(f)  The  effective  date  of  a  final  reg¬ 
ulation  to  make  a  device  a  banned  de¬ 
vice  promulgated  pursuant  to  paragraph 
(e)  of  this  section  shall  be  the  date  of 
publication  of  the  final  regulation  in  the 
Federal  Register  unless  the  Commis¬ 
sioner,  for  reasons  stated,  determines 
that  such  effective  date  should  be  later 
than  the  date  of  such  publication  and 
specifies  that  date  in  the  notice.  Each 
such  regulation  shall  specify  whether  de¬ 
vices  already  in  commercial  distribution 
and/or  sold  to  ultimate  users  are  banned. 

(g)  A  regulation  promulgated  pursu¬ 
ant  to  paragraph  (e)  of  this  section  is 
final  agency  action,  subject  to  judicial 
review  pursuant  to  section  517  of  the 
act. 

(h)  Upon  petition  of  any  interested 
person  submitted  In  accordance  with 
§  10.30  of  this  chapter,  or  at  his  own 
discretion,  the  Cmnmissioner  may  in¬ 
stitute  proceedings  to  amend  or  revise 
a  regulation  that  made  a  device  a  baimed 
device  If  he  finds  that  the  condlticms 
that  constituted  the  basis  for  the  r^ula- 
tion  banning  the  device  are  no  longer 


applicable.  Where  appropriate,  the  pro¬ 
cedures  in  this  section  shall  be  employed 
in  such  proceedings. 

§  895.22  Submission  of  data  and  infur* 
mation  by  the  manufacturer,  dis* 
tributor,  importer,  or  owner. 

ta)  A  manufacturer,  distributor,  or 
importer  of  a  device  may  be  required  to 
submit  to  the  Food  and  Drug  Administra¬ 
tion  all  available  data  and  information 
to  enable  the  Commissioner  to  determine 
whetiber  the  device  presents  substantial 
deception;  and  unreasonable  and  sub¬ 
stantial  risk  of  illness  or  injury;  and  un¬ 
reasonable,  direct,  and  substantial  dan¬ 
ger  to  the  health  of  individuals;  or  is 
otherwise  adulterated  or  misbranded. 
The  data  and  information  required  by 
the  Commissioner  may  Include  scientific 
or  test  data,  reports,  records,  or  other  in¬ 
formation,  including  data  and  informa¬ 
tion  on  whether  the  device  Is  safe  and 
effective  for  its  Intended  use  and/or 
when  used  as  directed,  whether  the  de¬ 
vice  performs  according  to  the  claims 
made  for  the  device. 

(b)  A  manufacturer,  distributor,  im¬ 
porter,  or  owner  of  a  device  required  to 
submit  data  and  information  as  pro¬ 
vided  in  paragraph  (a)  of  this  section 
shsdl  be  notified,  in  writing  by  the  Food 
and  Drug  Administration  that  such  data 
and  information  shall  be  submitted.  The 
written  notification  shall  advise  the 
manufacturer,  distributor,  importer,  or 
owner  of  the  device  that  the  purpose  for 
the  request  is  to  enable  the  Commissioner 
to  determine  if  any  of  the  conditions 
listed  in  paragraph  (a)  of  this  section  or 
§  895.30(a)  (1)  exist  with  respect  to  the 
device  such  that  a  proceeding  should  be 
initiated  to  make  the  device  a  banned 
device.  When  the  required  data  and  in¬ 
formation  can  be  identified  by  the  Food 
and  Drug  Administration  at  the  time  of 
such  notification,  the  manufacturer,  dis¬ 
tributor,  importer  or  owner  of  the  device 
shall  be  so  informed. 

(c)  The  required  data  and  informa¬ 
tion  shall  be  submitted  to  the  Food  and 
Drug  Administration  no  more  than  30 
days  after  the  date  of  receipt  of  the  re¬ 
quest,  unless  the  Commissioner  deter¬ 
mines  that  the  data  and  information 
must  be  submitted  by  some  other  date 
and  so  informs  the  manufacturer,  dis¬ 
tributor,  importer,  or  owner. 

(d)  If  the  data  or  information  sub¬ 
mitted  to  the  Food  and  Drug  Adminis¬ 
tration  are  sufficient  to  persuade  the 
Commissioner  that  the  deception  or  risk 
presented  by  a  device  could  be  corrected 
or  eliminate  by  labeling  or  change  in 
labeling,  the  Commissioner  shall  proceed 
in  accordance  with  §  895.25. 

(e)  If  the  data  or  information  sub¬ 
mitted  to  the  Food  and  Drug  Adminis¬ 
tration  are  insufficient  to  show  that  the 
device  does  not  present  a  substantial  de¬ 
ception  or  an  unreasonable  and  substan¬ 
tial  risk  of  illness  or  Injury  or  an  unrea¬ 
sonable,  direct,  and  substantial  danger 
to  the  health  of  individuals,  or  if  the 
manufacturer,  distributor.  Importer,  or 
owner  fails  to  submit  the  required  in¬ 
formation,  the  Commissioner  may  re^ 
upon  this  insufficiency  or  failure  to  sub¬ 
mit  the  required  Information  as  a  basis 
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for  Initiating  a  proceeding  to  make  the 
device  a  banned  device  pursuant  to 
§  895.21(d)  and,  where  appropriate,  to 
make  such  ban  effective  upon  publication 
in  accordance  with  §  895.30.  The  Com¬ 
missioner  also  may  Initiate  other  regula¬ 
tory  action  as  provided  in  the  act  and 
this  chapter. 

§  895.25  Labeling. 

(a)  If  the  Commissioner  determines 
that  the  substantial  deception  or  unrea¬ 
sonable  or  substantial  risk  of  illness  or 
Injury,  or  the  imreasonable,  direct,  and 
substantial  danger  to  the  health  of  in¬ 
dividuals  presented  by  a  device  can  be 
corrected  or  eliminated  by  labeling  or 
change  in  labeling,  the  Commissioner 
shall  provide  written  notice  to  the  man¬ 
ufacturer,  distributor,  importer,  or  own¬ 
er  specifying  the  deception  or  risk  of  ill¬ 
ness  or  injury  or  the  danger  to  the  health 
of  individuals,  the  labeling,  change  In 
labeling,  or  change  in  advertising  if  the 
device  is  a  restricted  device,  necessary  to 
correct  the  deception  or  eliminate  or  re¬ 
duce  such  risk  or  danger;  and  the  period 
of  time  within  which  such  labeling, 
change  in  labeling,  or  change  in  adver¬ 
tising  must  be  done. 

(b)  In  specifying  the  labeling  or 
change  in  labeling  to  correct  the  decep¬ 
tion  or  eliminate  or  reduce  the  risk  or 
danger,  the  Commissioner  may  require 
the  manufacturer  to  include  in  labeling 
for  a  device,  and  in  advertising  if  the  de¬ 
vice  is  a  restricted  device,  a  statement 
acknowledging  that  the  device  is  previ¬ 
ously  labeled  had  been  found  by  the 
Food  and  Drug  Administration  to  pre¬ 
sent  substantial  deception  or  an  xmrea- 
sonable  and  substantial  risk  of  illness  or 
injury,  or  an  unreasonable,  direct,  and 
substantial  danger  to  the  health  of  in¬ 
dividuals,  or  otherwise  to  be  in  violation 
of  the  act,  and  that  the  labeling  was 
changed  pursuant  to  the  direction  of  the 
Pood  and  Drug  Administration. 

(c)  The  Commissioner  shall  allow  a 
manufacturer,  distributor,  importer,  or 
owner  a  reasonable  time,  considering  the 
deception  or  risk  presented  by  the  de¬ 
vice,  within  which  to  accomplish  the 
required  labeling,  change  in  labeling, 
and,  if  the  device  is  a  restricted  device, 
any  change  in  advertising.  The  Commis¬ 
sioner  may,  however,  require  that  no 
additional  devices  be  introduced  into 
commerce  until  the  labeling,  change  in 
labeling,  or  change  in  advertising  is  ac¬ 


complished  by  the  manufacturer,  dis¬ 
tributor,  importer,  or  owner. 

(d)  T^e  Commissioner -may  consider 
the  failure  of  a  manufacturer,  distribu¬ 
tor.  Importer,  or  owner  to  accomplish  the 
requir^  labeling,  change  in  labeling,  or 
change  in  advertising  in  accordance  with 
this  section  as  a  basis  for  initiating  a 
proceeding  to  make  a  device  a  banned 
device  in  accordance  with  S  895.21(d) 
or  to  establish  a  special  effective  date 
in  accordance  with  §  895.30. 

§  895.30  Special  effective  date. 

(a)  The  Commissioner  may  declare  a 
proposed  regpilation  under  S  895.21(d)  to 
be  effective  upon  its  publication  in  the 
Federal  Register  and  until  the  effective 
date  of  any  final  action  taken  respecting 
such  regulation  if  (1)  he  determines,  on 
the  basis  of  all  available  data  and  in¬ 
formation,  that  the  deception  or  risk  of 
illness  or  injury  associated  with  use  of 
the  device  which  is  subject  to  the  regu¬ 
lation  presents  an  unreasonable,  direct, 
and  substantial  danger  to  the  health  of 
individuals:  and  (2)  before  the  date  of 
the  publication  of  such  regulation,  he 
notifies  the  manufacturer,  distributor, 
importer,  or  owner  of  such  device  that 
such  regulation  is  to  be  made  so  effec¬ 
tive. 

(b)  This  procedure  may  be  used  when 
the  Commissioner  determines  that  the 
potential  or  actual  injury  involved  is  a 
serious  one  that  he  believes  will  en¬ 
danger  the  health  of  individuals  who 
have  been,  or  will  be,  exposed  to  the 
device.  In  assessing  the  degree  of  danger, 
the  Commissioner  need  not  find  that  the 
danger  is  imminent,  and  it  shall  be  suf¬ 
ficient  for  the  Commissioner  to  deter¬ 
mine  that  the  danger  may  involve  a 
serious  long-term  risk. 

(c)  If  the  Commissioner  makes  a  pro¬ 
posed  regulation  effective  in  accordance 
with  this  section,  he  shall,  as  expedi¬ 
tiously  as  possible,  give  interested  per¬ 
sons  prompt  notice  of  his  action  in  Uie 
Federal  Register  and  shall  provide  an 
opportunity  to  request  an  informal  regu¬ 
latory  hearing  in  accordance  with  Part 
16  of  this  chapter. 

(d)  After  the  hearing,  if  any,  and 
after  considering  any  written  comments 
submitted  on  the  proposal  and  any  addi¬ 
tional  available  information  and  data, 
the  (Tommissiemer  shall  either  afSrm. 
modify,  or  revoke  the  proposed  regula¬ 
tion  making  the  device  a  bfuined  device. 
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If  the  Commissioner  decides  to  affirm  or 
modify  the  proposed  regulation  to  make 
a  device  a  banned  device,  he  shall  amend 
Subpart  B  by  adding  the  device  and/or 
description  of  the  device  to  the  list  of 
banned  devices.  If  the  Commissioner  de¬ 
cides  to  revoke  a  regulation  making  a 
device  a  banned  device,  a  notice  of  ter¬ 
mination  of  rulemaking  proceedings  and 
reasons  therefor  shall  be  published  in 
the  Federal  Register. 

(e)  The  Commissioner  may  declare 
the  special  effective  date  provided  by 
this  section  to  be  in  effect  subsequent 
to  the  publication  of  a  proposed  regula¬ 
tion  under  §  895.21(d),  if,  based  on  new 
information,  or  reconsideration  of  ex¬ 
isting  information,  the  Commissioner 
makes  the  determinations  and  provides 
notice  in  accordance  with  paragraphs 
(a)  and  (b)  of  this  section. 

(f)  Those  devices  that  have  been 
named  banned  devices  under  S  895.30, 
which  have  already  been  sold  to  the  pub¬ 
lic,  may  be  subject  to  relabeling  by  the 
manufacturer,  distributor,  importer,  or 
owner  and/or  may  be  subject  to  the  pro¬ 
visions  of  section  518(a)  and/or  518(b) 
of  the  act. 

Subpart  B — Listing  of  Banned  Devices 
[Reserved] 

Interested  persons  may,  on  or  before 
October  18,  1977,  submit  to  the  Hearing 
Cfierk  (HFC-20),  Food  and  Drug  Ad¬ 
ministration,  Room  4-65,  5600  Fishers 
Lane,  Rockville,  Md.  20857,  written  com¬ 
ments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be  submit¬ 
ted,  except  that  individuals  may  submit 
single  copies  of  comments,  and  shall  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
the  hours  of  9  a.m.  and  4  p.m.,  Monday 
through  Friday. 

Note. — ^The  Food  and  Drug  Administra¬ 
tion  has  determined  that  this  document  does 
not  contain  a  major  proposal  requiring  prep¬ 
aration  of  an  Inflation  Impact  statement 
under  Executive  Order  11821  and  OMB  Cir¬ 
cular  A-107.  A  copy  of  the  inflation  Impact 
assessment  is  on  file  with  the  Hearing  Clerk, 
Food  and  Drug  Administration. 

Dated:  August  12, 1977. 

Donald  Kennedy, 
Commissioner  of  Food  and  Drugs. 
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